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Box No. I Basis of the report 



1. 



2. 



With regard to the language, this report is based on: 

the international application in the language in which it was filed 
a translation of the international application into 



□ 



which is the language of a translation furnished for the purposes of: 
I I international search (Rules 12.3(a) and 23.1(b)) 

□ 

publication of the international application (Rule 12.4(a)) 
international preliminary examination (Rules 55.2(a) and/or 55.3(a)) 

toLhZdtS, t 6 eleme ^ ° f ^ &ltemational ^Plication, this report is based on (replacement sheets which have beenl 
23^£SZ&^. l ° ° n imdtatt ° n U " derM 14 ^ ^ *> in "* °* "onmalfy filed' ' 

the international application as originally filed/furnished 
the description: 

pages 

pages* 



□ 



□ 



pages'* 



received by this Authority on 
received by this Authority on 



as originally filed/furnished 



□ 



the claims: 

pages 

pages* 

pages* 

pages* 



as originally filed/furnished 



as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



the drawings: 
pages 



pages* 
pages* 



received by this Authority on 
received by this Authority on 



as originally filed/furnished 



□ 

a sequence listing and/or any related table(n) - see Supplemental Box Relating to Sentience LMng. 

□ 

The amendments have resulted in the cancellation of: 

□ 
□ 
□ 



□ 
□ 



the description, pages 

the claims, Nos. 

the drawings, sheets/figs 
the sequence listing (specify): 
any table(s) related to the sequence listing (specify): 



□ 



This report hits been established as if (some of) the amendments annexed to this renort «nd listed balnea b.H „« k™ 
nmdc, »cc obey have been considered to go beyond fh. dfecJcure an filed, m indiS" tlolnppScn^B™ S I 



□ 
□ 
□ 
□ 
□ 



the description, pages 
the claims, Nos. 



the drawings, sheets/figs 

the sequence listing (specify): 

any table(s) related to the sequence listing (specify): 



If item 4 applies, some or all of thos e sheets may be marked "superseded. 1 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims 7-8 , 16 YES 

Claims 1,2,11,12 . NO 

Inventive step (IS) Claims YES 

Claims 1-6,9-15,1.7-22 NO 

Industrial applicability (IA) Claims 1-22 YES 

Claims NO 



2. Citations and explanations (Rule 70.7) 

The invention relates to methods for the isolation of plasmids 
using a separation matrix with anion exchange groups. The 
chosen pore size distribution does not allow access of 
plasmids to the pore surfaces. 

The most relevant documents cited in the International Search 
Report are: 

Dl: WO9963076A1 
D2: WO0137987A1 
D3: US6270970B1 

Document Dl discloses a method of purifying plasmids using a 
TMAE anion exchange chromatographic column (see claims 1-3) . 
The used matrix is a fractogel TMAE anion exchange resin. 
These resins are known to have particle sizes between 2 0-40 pun 
for TMAE S and 40-90 pm for TMAE M. The pore size is about 800 
A (see Merck website) . 

Thus, Dl is considered to disclose a method of isolating 
plasmids with the steps of 

providing a separation matrix comprised of porous carriers, 
which carrier present anion exchange groups on external 
surfaces as well as pore surfaces and a pore size distribution 
that does not allow access of plasmids to pore surfaces; 
contacting said matrix with a liquid to absorb plasmids to 
ligands present on the external surfaces of the separation 
matrix 



•••/••• 
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In case the space in any of the preceding boxes is not sufficient. 

Continuation of: V 

Document D2 discloses separation methods for plasmids. In 
example 3 a separation of plasmids is performed with anion 
exchange chromatography. The plasmids are bound to the 
separation medium B and its charged outer surfaces of the 
anion -exchanger. It is not stated that the plasmids have 
access to the pores. 

Document D3 relates to mixed-bed solid phases for isolation of 
nucleic acids such as plasmids. The solid phase of the 
different beds comprise magnetic silica particles (particle 
size below 15 jam) , see column 12 . The solid phase can be with 
or without pores with size sufficiently large to admit the 
target nucleic acid in to the interior of the particles. The 
anion exchanger phase can be Sepharose but is not limited 
thereto . 

With background of D1-D3, and as a consequence of unclear 
claims (see box VIII) , the method according to claim 1 and the 
use according to claim 11 lacks novelty. Further, the DNA 
exclusion limits covered by D1-D3 are assumed to be at least 
about 270 base pairs. Therefore, also claims 2 and 12 lacks 
novelty. 

The claims 3-6, 9-10 # 13-15 and 17 are considered to involve 
particular detail executions obvious to a person skilled in 
the art. Therefore, the invention according to these claims is 
not considered to involve an inventive step. 

It is also considered to be obvious to a person skilled in the 
art to develop a kit for the method described in Dl or D2 . 
Therefore the invention according to claims 18-22 lacks an 
inventive step. 

Claims 7-8 and 16 are novel and considered to involve an 
inventive step. 
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Box No. VTH Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claims 1, 11 and 18 do not meet the requirements of Article 6 
PCT in that the matter for which protection is sought is not 
clearly defined. The claims attempts to define the subject- 
matter in terms of the result to be achieved (...pore size 
distribution that does not allow access of plasmids...) which 
merely amounts to a statement of the underlying problem. The 
technical features necessary for achieving this result should 
be added. 

In claims 2, 12 and 19 the matrix is characterised by a DNA 
exclusion limit of at least about 270 base pairs. This way of 
characterising a matrix is known in the field but is not a 
common way of defining and comparing gels. Further, the limit 
of "about" 270 base pairs is unclear (see PCT GL 5.38) . 

Claims 1-2, 11-12 and 18-19 have been drafted as separate 
independent claims of the same category. They appear to relate 
effectively to the same subject-matter and to differ from each 
other only with regard to the choice of specific words. The 
aforementioned claims therefore lack conciseness. See PCT 
Article 6 and 5.42 Guidelines. 
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